§640.120

times the antibody level of the Ref-
erence Immune Serum Globulin.

(c) Reference materials. The following
reference materials shall be obtained
from the Center for Biologics Evalua-
tion and Research:

(1) Reference Immune Serum Glob-
ulin for correlation of measles anti-
body titers.

(2) Reference Immune Serum Glob-
ulin for correlation of poliomyelitis
antibody titers, Types 1, 2, and 3.

[38 FR 32089, Nov. 20, 1973, as amended at 39
FR 9661, Mar. 13, 1974; 49 FR 23834, June 8,
1984; 50 FR 4140, Jan. 29, 1985; 55 FR 11013,
Mar. 26, 1990]

Subpart K [Reserved]

Subpart L—Alternative Procedures

§640.120 Alternative procedures.

(a) The Director, Center for Biologics
Evaluation and Research, may approve
an exception or alternative to any re-
quirement in subchapter F of chapter |
of title 21 of the Code of Federal Regu-
lations regarding blood, blood compo-
nents, or blood products. Requests for
such exceptions or alternatives shall
ordinarily be in writing. Licensed es-
tablishments shall submit such re-
quests in accordance with §601.12 of
this chapter. However, in limited cir-
cumstances, such requests may be
made orally and permission may be
given orally by the Director. Oral re-
quests and approvals must be promptly
followed by written requests and writ-
ten approvals.

(b) FDA will publish a list of ap-
proved alternative procedures and ex-
ceptions periodically in the FEDERAL
REGISTER.

[55 FR 10423, Mar. 21, 1990, as amended at 62
FR 39903, July 24, 1997]
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AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355,
360, 371; 42 U.S.C. 216, 262, 263, 263a, 264.

CROSS REFERENCES: For U.S. Customs
Service regulations relating to viruses, se-
rums, and toxins, see 19 CFR 12.21-12.23. For
U.S. Postal Service regulations relating to
the admissibility to the United States mails
see parts 124 and 125 of the Domestic Mail
Manual, that is incorporated by reference in
39 CFR part 111.

Subpart A—Antibody to Hepatitis
B Surface Antigen
§660.1 Antibody to Hepatitis B Surface
Antigen.

(a) Proper name and definition. The
proper name of this product shall be
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